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Analytical Chemists, 2200 Wilson Blvd.,
Suite 400, Arlington, VA 22201-3301, or
available for inspection at the Office of
the Federal Register, 800 North Capitol
Street NW., suite 700, Washington, DC.
In the absence of an AOAC method, the
Commissioner will furnish a copy of
the particular method, or a reference
to the published method, that the Food
and Drug Administration will use in its
enforcement program. Other methods
may be used for quality control, speci-
fications, contracts, surveys, and simi-
lar nonregulatory functions, but it is
expected that they will be calibrated in
terms of the method which the Food
and Drug Administration uses in its
enforcement program. Use of an AOAC
method does not relieve the practioner
of the responsibility to demonstrate
that he can perform the method prop-
erly through the use of positive and
negative controls and recovery and re-
producibility studies.

[42 FR 15559, Mar. 22, 1977, as amended at 47
FR 946, Jan. 8, 1982; 54 FR 9034, Mar. 3, 1989]

Subpart B—Human and Animal
Foods

§2.25 Grain seed treated with poi-
sonous substances; color identifica-
tion to prevent adulteration of
human and animal food.

(a) In recent years there has devel-
oped increasing use of poisonous treat-
ments on seed for fungicidal and other
purposes. Such treated seed, if con-
sumed, presents a hazard to humans
and livestock. It is not unusual for
stocks of such treated food seeds to re-
main on hand after the planting season
has passed. Despite the cautions re-
quired by the Federal Seed Act (53
Stat. 1275, as amended 72 Stat. 476, 7
U.S.C. 1551 et seq.) in the labeling of the
treated seed, the Food and Drug Ad-
ministration has encountered many
cases where such surplus stocks of
treated wheat, corn, oats, rye, barley,
and sorghum seed had been mixed with
untreated seed and sent to market for
food or feed use. This has resulted in
livestock injury and in legal actions
under the Federal Food, Drug, and Cos-
metic Act against large quantities of
food adulterated through such admix-
ture of poisonous treated seeds with
good food. Criminal cases were brought
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against some firms and individuals.
Where the treated seeds are promi-
nently colored, buyers and users or
processors of agricultural food seed for
food purposes are able to detect the ad-
mixture of the poisonous seed and thus
reject the lots; but most such buyers,
users, and processors do not have the
facilities or scientific equipment to de-
termine the presence of the poisonous
chemical at the time crops are deliv-
ered, in cases where the treated seeds
have not been so colored. A suitable
color for this use is one that is in suffi-
cient contrast to the natural color of
the food seed as to make admixture of
treated, denatured seeds with good food
easily apparent, and is so applied that
it is not readily removed.

(b) On and after December 31, 1964,
the Food and Drug Administration will
regard as adulterated any interstate
shipment of the food seeds wheat, corn,
oats, rye, barley, and sorghum bearing
a poisonous treatment in excess of a
recognized tolerance or treatment for
which no tolerance or exemption from
tolerance is recognized in regulations
promulgated pursuant to section 408 of
the Federal Food, Drug, and Cosmetic
Act, unless such seeds have been ade-
quately denatured by a suitable color
to prevent their subsequent inad-
vertent use as food for man or feed for
animals.

(c) Attention is called to the labeling
requirements of the Federal Hazardous
Substances Act, where applicable to de-
natured seeds in packages suitable for
household use.

§2.35 Use of secondhand containers
for the shipment or storage of food
and animal feed.

(a) Investigations by the Food and
Drug Administration, the National
Communicable Disease Center of the
U.S. Public Health Service, the Con-
sumer and Marketing Service of the
U.S. Department of Agriculture, and by
various State public health agencies
have revealed practices whereby food
and animal feed stored or shipped in
secondhand containers have been ren-
dered dangerous to health. Such con-
tamination has been the result of the
original use of these containers for the
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storage and shipment of articles con-
taining or bearing disease organisms or
poisonous or deleterious substances.

(b) The Commissioner concludes that
such dangerous or potentially dan-
gerous practices include, but are not
limited to, the following:

(1) Some vegetable growers and pack-
ers employ used poultry crates for
shipment of fresh vegetables, including
cabbage and celery. Salmonella orga-
nisms are commonly present on dressed
poultry and in excreta and fluid
exudates from dressed birds. Thus
wooden crates in which dressed poultry
has been iced and packed are potential
sources of Salmonella or other
enteropathogenic microorganisms that
may contaminate fresh vegetables
which are frequently consumed with-
out heat treatment.

(2) Some potato growers and pro-
ducers of animal feeds use secondhand
bags for shipment of these articles.
Such bags may have originally been
used for shipping or storing pesticide-
treated seed or other articles bearing
or containing poisonous substances.
Thus these secondhand bags are poten-
tial sources of contamination of the
food or animal feed stored or shipped
therein.

(c) In a policy statement issued April
11, 1968, the Food and Drug Administra-
tion declared adulterated within the
meaning of section 402(a) of the Fed-
eral Food, Drug, and Cosmetic Act
shipments of vegetables or other edible
food in used crates or containers that
may render the contents injurious to
health. This policy statement is ex-
tended so that the Food and Drug Ad-
ministration will regard as adulterated
within the meaning of section 402(a) of
the act shipments of vegetables, other
edible food, or animal feed in used
crates, bags, or other containers that
may render the contents injurious to
health.

Subparts C-E [Reserved]

Subpart F—Caustic Poisons

§2.110 Definition of ammonia under
Federal Caustic Poison Act.
For the purpose of determining
whether an article containing ammo-
nia is subject to the Federal Caustic
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Poison Act, the ammonia content is to
be calculated as NHs.

Subpart G—Provisions Applicable
to Specific Products Subject
to the Federal Food, Drug,
and Cosmetic Act

§2.125 Use of chlorofluorocarbon pro-
pellants in self-pressurized con-
tainers.

(a) As used in this section:

(1) Chlorofluorocarbon means any
fully halogenated chlorofluoroalkane.

(2) Propellant means a liquefied or
compressed gas that is used in whole or
in part to expel from the same self-
pressurized container or from a sepa-
rate container a liquid or solid mate-
rial different from the propellant, but
the term does not include the use of a
chlorofluorocarbon as an aerating
agent for foamed or sprayed food prod-
ucts.

(b) Chlorofluorocarbons are widely
used in products subject to the Federal
Food, Drug, and Cosmetic Act, with
the principal use being as propellants
in self-pressurized containers. Informa-
tion recently developed indicates that
chlorofluorocarbons may reduce the
amount of ozone in the stratosphere
and thus increase the amount of ultra-
violet radiation reaching the earth. An
increase in ultraviolet radiation may
increase the incidence of skin cancer,
change the climate, and produce other
effects of unknown magnitude on hu-
mans, animals, and plants.
Chlorofluorocarbons may also affect
the climate by increasing infrared ab-
sorption in the atmosphere.

(c) Except as provided in paragraph
(e) of this section, any food, drug, de-
vice, or cosmetic in a self-pressurized
container that contains a chlorofluoro-
carbon propellant is adulterated and/or
misbranded in violation of the act, and
any drug product in a self-pressurized
container that contains a chlorofluoro-
carbon propellant is a new drug or a
new animal drug.

(d) The use of a chlorofluorocarbon as
a propellant in a self-pressurized con-
tainer of a drug product will not result
in the drug product being adulterated
and/or misbranded provided a new drug
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